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Status 

1 )|2 Responsive to communication(s) filed on 09 December 2002 . 
2a)D This action is FINAL. 2b)E This action is non-final. 

3) D Since this application is in condition for allowance except fcr/bn^rnatten,. prosecutor , as to the merits ,s 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 21 6. 
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Application Papers 
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Application/Control Number: 09/600,826 
Art Unit: 1646 

DETAILED ACTION 
Election/Restrictions 
Applicant's election with traverse of Group II, claims 47-54 in Paper No. 12/9/2002 is 
acknowledged. The traversal is on the ground(s) that there is a corresponding special technical 
feature which defines a contribution over the prior art. This is not found persuasive because 
Applicant's submission of the instant application as a 371 is acknowledged, however the first 
claim 47 does not provide a technical feature that is distinguished over the prior art, as evidenced 
by Neilson et al. (1996), which discloses mutant FGF receptors. Therefore, the instant invention 
lacks Unity of Invention and restriction is set forth as it applies to U.S. practice. 
The requirement is still deemed proper and is therefore made FINAL. 

Sequence Rules 

According to 37 CFR 1.821(d) (MPEP § 2422), where the description or claims of a 
patent application discuss a sequence listing that is set forth in the "Sequence Listing" in 
accordance with paragraph (c) of this section, reference must be made to the sequence by use of 
the assigned identifier, in the text of the description or claims, even if the sequence is also 
embedded in the text of the description or claims of the patent application. Sequences appear on 
page 9, first paragraph of the specification but are not identified by SEQ ID NO as required. 
Appropriate correction is required. 



Claim Rejections - 35 USC§ 101 



35 U.S.C. 101 reads as follows: 
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requirements of this title. 

Claims 47-54 are rejected under 35 U.S.C. 101 because the claimed invention is directed 
to non-statutory subject matte, The claims are directed to mutated FGFR-4 and DNA encoding 
such a receptor. However, none of the claims are drawn to isolated protein or DNA, and thus 

read on a product of nature. 

Claim Rejections - 35 USC § 112 first paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The station shall cental a written description of the ^^3^5? 
contemplated by the inventor of carrying out his invention. 

Claims 47-54 are rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for the nucleic acid which has been deposited as Gene Bank Accession 
X57205 (Specification at 9), and the polypeptide which is encoded by the deposited nucleic acid, 
does not reasonably provide enablement for a nucleic acid encoding an FGFR-4 polypeptide or a 
mutant FGFR-4 polypeptide, an FGFR-4 polypeptide, or a mutated FGFR-4 polypeptide. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and use the invention commensurate in scope with these claims. 

Claims 47-54 are overly broad since insufficient guidance is provided as to which of the 
myriad of variant polypeptides that will retain the characteristics of FGFR-4 activity. See In re 
Wands, 858 F.2d at 737, 8 USPQ2d at 1404. The test of enablement is not whether any 
experimentation is necessary, but whether, if experimentation is necessary, it is undue. The 
factors considered to be relevant in the instant case are set forth below: 
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(1) the breadth of the claims - The claims are drawn to a nucleic acid encoding any 
mutated FGFR-4 polypeptide mutated in any way, and the mutated polypeptide wherein the 
mu tated P roteinhas an altered activity. There is no definition set forth for what the altered 

activity must be. 

(2) the nature of the invention - The invention is a nucleic acid and the encoded protein. 

(3) the state of the prior art - Neilson et al. (1996) teaches that mutations of FGFR-1, 2 
and 3 which are expected to produce constitutive activation have that effect (Neilson at 25055, 
first column first paragraph). However, mere are subtle functional differences for these 
mutations (page 25057, column 1, first paragraph). 

(5) the level of predictability in the art - The specification on page 3, third paragraph 
disposes that mere is only one known protein product for FGFR-4, and that because of the lack 
in many protein products of the specificity for defined FGFs, it is difficult to determine the 
action of a specific ligand on a specific receptor, thus there is no correction between FGFR-4 

structure and any altered activity. 

(6) the amount of direction provided by the inventor - Applicant has only taught the 
deposited nucleic acid of X57205, and the protein encoded thereby. Applicants do not disclose 
any actual or prophetic examples on expected performance parameters of any of the possible 
muteins of FGFR-4. As set forth in the specification, there is a lack in many protein products for 
a specificity for defined FGF's, thus mere is no correlation between FGFR-4 structure and any 
altered activity. 

(7) the existence of working examples - Working examples are provided for the 
polypeptide encoded by the deposited nucleic acid of X57205, and the protein encoded thereby. 
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(8) the quantity of experimentation needed to make or use the invention based on the 
content of the disclosure. As demonstrated by the specification, there is a lack in many protein 
products for a specificity for defined FGF's, thus there is no correlation between FGFR-4 
structure and any altered activity. The amino acid sequence of a polypeptide determines its 
structural and functional properties, and predictability of which amino acids can be substituted is 
extremely complex and well outside the realm of routine experimentation, because accurate 
predictions of a polypeptide's structure from mere sequence data are limited. Since the claims 
encompass variant polypeptides, and the nucleic acids encoding the mutated polypeptides, and 
given the art recognized unpredictability of the effect of mutations on protein function, and the 
indefinite nature of the activity which is to be altered, it would require undue experimentation to 
make and use the claimed invention. 

Given the breadth of claims 47-54 in light of the predictability of the art as determined by 
the number of working examples, the level of skill of the artisan, and the guidance provided in 
the instant specification and the prior art of record, it would require undue experimentation for 
one of ordinary skill in the art to make and use the claimed invention. 



Claims 47-54 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Applicant is directed to the Guidelines for the Examination 
of Patent Applications Under the 35 U.S.C. 1 12, f 1 "Written Description" Requirement, Federal 
Register, Vol. 66, No. 4, pages 1099-1111, Friday January 5, 2001. 
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These are genus claims. The claims are drawn to a nucleic acid encoding an FGFR-4 
polypeptide or a mutant FGFR-4 polypeptide, an FGFR-4 polypeptide, or a mutated FGFR-4 
polypeptide. The specification and claim do not indicate what distinguishing attributes shared by 
the members of the genus. The specification and claim do not place any limit on the number of 
amino acid substitutions, deletions, insertions and/or additions that may be made to the 
polypeptide encoded by the deposited nucleic acid of X57205. Thus, the scope of the claim 
includes numerous structural variants, and the genus is highly variant because a significant 
number of structural differences between genus members is permitted. The specification and 
claim do not provide any guidance as to what changes should be made. Structural features that 
could distinguish compounds in the genus from others in the protein class are missing from the 
disclosure. No common structural attributes identify the members of the genus. The general 
knowledge and level of skill in the art do not supplement the omitted description because 
specific, not general, guidance is what is needed. Since the disclosure fails to describe the 
common attributes or characteristics that identify members of the genus, and because the genus 
is highly variant, the polypeptide encoded by the deposited nucleic acid of X57205 is insufficient 
to describe the genus. One of skill in the art would reasonably conclude that the disclosure fails 
to provide a representative number of species to describe the genus. Thus, applicant was not in 
possession of the claimed genus. 

Claim Rejections - 35 USC § 112 second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 47-54 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 49 recites the limitation "the transmembrane domain". There is insufficient 
antecedent basis for this limitation in the claim. 

The term "altered" in claim 47 is a relative term which renders the claim indefinite. The 
term "altered" is not defined by the claim, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be reasonably 
apprised of the metes and bounds of the invention. Claims 48-54 are rejected insofar as they 
depend on the recitation of the term "altered" in claim 47. 

Claims 47-54 are vague and indefinite in the recitation of the terms "FGFR-4". There is 
no definition within the claim to define the protein to which these acronyms refer. Thus, the 
metes and bounds of this claim cannot be determined. 

Claim 50 is vague and indefinite in the recitation of "amino acid 388" because no 
direction is provided as to the sequence of which amino acid 388 is mutated. 

Claim 50 is vague and indefinite in the recitation of the term "optionally". Either the 
substitution is present, or it is not. It is not clear under what conditions and circumstances it 
would be present and not present with regard to the term "optionally". 

Claim 48 is vague and indefinite in the recitation of the term "wild-type receptor" 
because no definition is provided to define the sequence of the receptor which is to be considered 
"wild-type". 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a <™f** USe » ° n 
sale in this country, more than one year prior to the date of appl.cat.on for patent in the Un.ted States. 

Claims 47-54 are rejected under 35 U.S.C. 102(b) as being anticipated by Neilson et al. 

(1996). 

Neilson et al. teaches mutated Xenopus FGF receptors (page 25050, column 1, second 
paragraph and page 25051, Figure 1). Given the indefinite nature of the term FGFR-4 (see the 
rejection under 35 USC § 1 12 second paragraph, supra), the mutant FGF receptor proteins taught 
in Neilson ( page 25052, Figure 2) anticipate claims 47-50. The nucleic acids encoding the 
mutant FGF receptors (page 25050, column 1, fourth paragraph) anticipate claims 51-54. 



Conclusion 



No claim is allowed. 
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Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph F. Murphy whose telephone number is 703-305-7245. 
The examiner can normally be reached on M-F 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler can be reached on 703-308-6564. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-308-0294 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



seph F. Murphy, Ph. D. 
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Patent Examiner 
Art Unit 1646 
March 3, 2003 
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